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Sir: 

Prior to examination on the merits, Applicants hereby request entry of the following 
amendments in the above-captioned application: 

In the Specification: 

On page 1, lines 1-2, please replace the title of the application with the following: 
SYSTEMS AND METHODS FOR SELECTING AND RECRUITING INVESTIGATORS 
AND SUBJECTS FOR CLINICAL STUDIES 

Please delete the paragraph on page 13, beginning on line 16 and ending on 18, and 
replace it with: 

Figs. 4A, 4B, 4C and 4D depict an exemplary web page through which a person submits 
one or more disease conditions of interest to a database for identifying eligible subjects for a 
clinical study, in accordance with the present invention. 

Please delete the paragraph on page 13, beginning on line 19 and ending on line 20, and 
replace it with: 
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Figs. 5A through 5J depict an exemplary web page which conveys to a registered user 
information about clinical studies, in accordance with the present invention. 

Please delete the paragraph on page 13, beginning on line 21 and ending on line 23, and 
replace it with: 

Figs. 6A through 6R depict a series of exemplary web pages through which a person can 
search clinical studies and opt to receive information about clinical studies in one or more 
selected therapeutic areas, in accordance with the present invention. 

Please delete the paragraph on page 14, beginning on line 1 and ending on line 3, and 
replace it with: 

Figs. 7A through 7E depict an exemplary web page that provides a questionnaire that 
may be completed by an investigator interested in conducting a clinical study, in accordance with 
the present invention. 

Please delete the paragraph page 14, beginning on line 4 and ending on line 5, and 
replace it with: 

Figs. 7F to 7 J depict flow diagrams showing processes for registering subjects and 
investigators, in accordance with alternative embodiments of the present invention. 

Please delete the paragraph on page 14, beginning on line 6 and ending on line 7, and 
replace it with: 

Figs. 8A and 8B depict a flow diagram showing the steps performed by a sponsor using 
the professional site to recruit subjects, investigators, arid take steps necessary to start a clinical 
study. 

Please delete the paragraph on page 14, beginning on line 8 and ending on line 9, and 
replace it with: 
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Figs. 9A and 9B depict an exemplary web page used by a sponsor to enter study 
parameters into the system. 

Please delete the paragraph on page 14, beginning on line 10 and ending on line 1 1, and 
replace it with: 

Figs. 10A and 10B depict an exemplary web page used by a sponsor to enter criteria 
necessary to initiate an investigator search. 

Please delete the paragraph on page 14, beginning on lines 18 and ending on line 19, and 
replace it with: 

Figs. 15A through 15H depict an exemplary study-specific subject questionnaire used for 
prescreening a subject for a clinical study. 

Please delete the paragraph on page 15, beginning on line 13 and ending on line 14, and 
replace it with: 

Figs. 22A through 22K depict an exemplary data structure for implementing an 
investigator database, in accordance with the present invention. 

Please delete the paragraph on page 15, beginning on line 15 and ending on line 16, and 
replace it with: 

Figs. 22L-P depict use of a disease incidence search on a TIA database to assist in 
performing investigator and subject selection, in accordance with the present invention. 

Please delete the paragraph on page 15, beginning on line 18 and ending on line 19, and 
replace it with: 

Figs. 24A through 24E depict an exemplary data structure for implementing a subject 
database, in accordance with the present invention. 
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Please delete the paragraph on page 15, beginning on line 22 and ending on line 23, and 
replace it with: 

Figs. 26A and 26B depict an exemplary data structure used for implementing the sponsor 
access limitations shown in Fig. 23. 

Please delete the paragraph beginning on page 22, line 13 and ending on page 23, line 10, 
and replace it with: 

Referring still to Figure 1, system 100 also includes an integrated investigator database. 
In one embodiment, the investigator database includes information from three general sources as 
described below, although in other embodiments it may include information from a lesser or 
greater number of sources or different sources. First, the investigator database includes data 
about the clinical study investigators who wish to inform clinical study sponsors of their clinical 
study experience and/or training, submitted by the investigators themselves. This self-reported 
data is typically entered into the investigator database either when a given investigator logs onto 
the professional site and registers with the system as described further with reference to Figs. 7A 
through 7E or by submitting such information to the professional site by mail, fax, phone or 
other non-computerized means. The self-reported data includes various types of information 
including, for example, the educational background of the investigator, the clinical study 
experience of the investigator, the past performance of the investigator in other clinical studies 
(e.g., how many subjects the investigator committed to recruit for a given study and in what 
period of time, how many subjects the investigator actually recruited for the study and in what 
period of time, and how many of such subjects actually completed the study), equipment 
available to the investigator (e.g., whether or not the investigator has access to a CAT scan 
machine or MRI equipment which may be required for a given study), any mandated IRB 
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relationships of the investigator (e.g., whether or not the investigator is required through 
professional affiliations to submit materials to a particular IRB for approval before the materials 
may be used to advertise the study), any hospital or HMO affiliations of the investigator, 
information about the investigator's staff and facilities and the geographic location of the 
investigator. 

Please delete the paragraph on page 26, beginning on line 12 and ending on line 21, and 
replace it with: 

Figs. 4A through 4D depict an exemplary web page of subject sites through which a 
person may submit one or more disease conditions to a database for identifying eligible subjects 
for a clinical study, in accordance with the present invention. Therapeutic area web page 400 
includes pull down menu 401 at which a person may identify a therapeutic area of interest to that 
person. In this example, the therapeutic area cancer has been chosen. Upon clicking on view 
button 402, the potential disease conditions of interest are presented to the subject or caregiver in 
disease condition area 403. The person may check one or more boxes in medical news/drug area 
404 or clinical study opportunities area 405 to indicate if the person is interested in obtaining 
medical news, drug or clinical study opportunity information on any of the disease conditions 
specified in disease condition area 403. 

Please delete the paragraph beginning on page 26, line 22 and ending on page 27, line 4, 
and replace it with: 

Figs. 5 A through 5 J depict an exemplary web page of the subject site, which conveys 
information about clinical studies, and provides an ability to search clinical studies to a 
registered user, in accordance with the present invention. Frequently asked questions area 503 is 
provided to educate a person on clinical studies. In search area 501, the registered user may 
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click on any one of the therapeutic areas identified (such as cancer clinical study area 502) and 
be taken to a search clinical study web page 600, as depicted in Figs. 6 A and 6B. 

Please delete the paragraph on page 27, beginning on line 12 and ending on line 20, and 
replace it with: 

Upon clicking on contact area 604, the user will be taken to general study interest web 
page 605 shown in Figs. 6C and 6D. On general study interest web page 605, the registered user 
may indicate in interest area 606 whether the registered user is interested for himself/herself or 
for someone else. In one embodiment, the registered user may select in selection area 607 up to 
three therapeutic areas in which the registered user is interested. In contact area 608, the 
registered user indicates the manner in which the registered user would like to be contacted, e.g., 
by e-mail, telephone or regular mail. The registered user also indicates name and contact 
information in contact information area 609. The registered user submits the form by clicking on 
submit button 610, or may cancel the process by clicking on cancel button 611. 

Please delete the paragraph on page 28, beginning on line 3 and ending on line 16, and 
replace it with: 

In an alternative embodiment, in order to become a user registered with the subject 
database, the user will be required to provide the information required as shown in the web page 
depicted in Fig. 6E: a user id; password; password reminder; and whether the user is seeking 
information for himself or herself or for someone else. In a second step, with reference to Figs. 
6F and 6G, the user will be required to provide additional information such as first name, date of 
birth, gender, electronic mail address, zip code and an indication of one or more medical 
conditions in which the user is interested. Additional information, though not required for 
registration, may be provided such as medical conditions experienced by the user, salutation, last 
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name, ethnic background, telephone number, country of residence, as shown in Fig. 6F. In a 
third step 3, the user inputs information on a web page such as that shown in Fig. 6H, including a 
request to receive various types of information (such as, e.g., clinical study opportunities or news 
and new medical therapies) about the user's medical conditions identified in Figs. 6F and 6G. 
The user may request that he or she not be sent any information. In area 650, the user is asked to 
agree to certain terms and conditions governing the user's use of the inventive system. 

Please delete the paragraph beginning on page 28, line 17 and ending on page 29, line 3, 
and replace it with: 

Upon completing the required information and accepting the terms and conditions, the 
user will become a registered user of the inventive system, as shown in the web page depicted in 
Fig. 61. At this point, the user may choose to answer additional, optional questions or to return to 
the previous activity. If the user chooses to answer additional questions, the riser may be taken 
to a web pages such as those depicted in Figs. 6J through 6N and provide information such as the 
type of prescriptions or over-the-counter medications taken by the user for a given medical 
condition; the health habits of the user; and the clinical study experience of the user. In Fig. 60, 
the user can see if the user has answered completely questions about each medical condition 
previously listed by the user. In Fig. 6P, the user can provide feedback. In Fig. 6Q, the service 
provider may provide a thank you to indicate that the message was sent successfully. 

Please delete the paragraph on page 29, beginning on line 4 and ending on line 12, and 
replace it with: 

The registered user may also access, on the subject site, the registered user's own 
personal library. Library web page 612, shown in Fig. 6R, informs the registered user that he or 
she may maintain a personal library of information relating to clinical studies or new 



Michelson, et al. 
Atty. Dkt. 16602.003 
Page 8 

developments related to particular therapeutic areas found throughout the subject site. The user 
may also create and save personal notes relating to the same. Information may be placed in the 
library by the registered user or, in some embodiments, specific information on topics which may 
be of interest to the registered user may be placed in the registered user's library automatically 
based on, for example, the registered user's past selections of information to place in the library, 
therapeutic areas of interest, disease conditions of interest, geographic location, and/or gender. 

Please delete the paragraph beginning on page 29 line 14 and ending on page 30, line 6, 
and replace it with: 

An investigator who is interested in conducting clinical studies may express his or her 
interest by registering on the professional site of Fig. IB. Figs. 7 A, 7B, 7C, 7D, and 7E depict 
investigator questionnaire web page 700 that provides a questionnaire that may be completed by 
an investigator interested in conducting a clinical study, in accordance with an embodiment of 
the present invention. In name area 701, the investigator is required to input his or her name. In 
degree area 702, the investigator's degree(s) are required. The PRF organization or institutional 
name, address, city state, country, zip code and telephone number are required (and fax and 
electronic snail address optionally requested) in contact area 703. Specialty area 704 requires 
that the investigator provide his or her primary specialty area. Board area 705 requires that the 
investigator indicate whether he or she is board certified and/or board eligible; optionally, the 
investigator's year of primary specialty board certification, and board information regarding any 
of the investigator's subspecialties may be provided. In study experience area 706, the 
investigator is required to indicate the number of years the investigator has participated in 
clinical studies as well as all phases of clinical research in which the investigator has 
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participated. The investigator must include the number of investigators that conduct research at 
the PRF indicated in investigator area 707. 

Please delete the paragraph on page 31, beginning on line 2 and ending on line 9, and 
replace it with: 

Figs. 7F to 7G depict flow diagrams showing processes for registering subjects and 
investigators, in accordance with alternative embodiments of the present invention. Fig. 7F is 
directed to persons that register with the subject or investigator site based on a visit to the subject 
site; Fig. 7G is directed to persons that register with the subject or investigator site based on a 
contact with a pharmaceutical call center; Figs. 7H and 7J are directed to persons that register 
with the subject or investigator site based on a contact with an off-line call center and Fig. 7 J is 
directed to persons that register with the subject or investigator site based on a visit to a third 
party on-line recruitment site. 

Please delete the paragraph on page 31, beginning on line 1 1 and ending on line 15, and 
replace it with: 

Referring now to Figures 8A and 8B, there is shown a flow diagram of a process that may 
be used by a sponsor to accomplish the steps necessary to start a clinical study. The process may 
begin at two different points. Specifically, if the sponsor wishes to begin by making a feasibility 
assessment with respect to the study, the process starts at step 804. Alternatively, if the sponsor 
does not wish to make a feasibility assessment, the process starts at step 811. 

Please delete the paragraph beginning on Page 33, line 15 and ending on page 34, line 8, 
and replace it with: 

The sponsor reaches step 811 either as an entry point into the process, or after the sponsor 
has determined in step 810 that the study is feasible. In step 811, tile sponsor determines 
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whether the sponsor desires to use the investigator database to perform investigator recruitment 
for the study. If the sponsor wishes to use the investigator database for investigator recruitment, 
then in step 815, the sponsor begins by entering study parameter information into the system. A 
screen shot of a web page that may be used for entering this information is shown in Figures 9A 
and 9B. In this step, the sponsor enters various parameters about the study into the system. 
Next, in step 816, the sponsor enters investigator search criteria for the study into the system. 
Such search criteria could include, for example, one or more specialties that would be desirable 
for an investigator for the study, information about the prescribing behavior of the investigator, 
the number of studies that the investigator has conducted, the therapeutic area and disease 
indication associated with clinical studies previously conducted by the investigator, the distance 
around the investigator site in which subjects participating in the study should be sought, and the 
geographic area in which the investigator should be located. Figures 10A and 10B depict a 
screen shot of an exemplary web page that may be used by a sponsor to input the investigator 
search criteria into the system. In step 818, the sponsor is given the ability to weigh one or more 
of the investigator criteria prior to initiating the investigator search. 

Please delete the paragraph beginning on Page 34, line 18 and ending on page 35, line 8, 
and replace it with: 

An exemplary web page that shows the results of an investigator search in accordance 
with the present invention is shown in Figs. 1 1 A and 1 IB. As shown in that figure, for each 
investigator identified in the search, the sponsor is shown the name of the investigator, the 
investigator's specialty, the city/state in which the investigator is located, the number of studies 
that the investigator has performed, subject demographic information obtained from the TIA 
database (i.e. the number of persons listed in the TIA database that are within a predetermined 
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distance of the investigator site and who could potentially qualify as subjects for the clinical 
study), subject demographic information obtained from the subject database (i.e. the number of 
subjects listed in the subject database that are within a predetermined distance of the investigator 
site and who could potentially qualify to participate in the clinical study), the drug prescribing 
behavior of the investigator (e.g., the drug class prescribing decile associated with the 
investigator). It will be understood by those skilled in the art that other criteria relevant to the 
investigator could also be shown on this search results screen including for example, the 
behavior of the investigator with respect to ordering of laboratory tests/procedures. 

Please delete the paragraph beginning on Page 36, line 22 and ending on page 37, line 19, 
and replace it with: 

After a potential subject has been identifies (step 817 or 819), the process of pre- 
screening for participation in the study begins (step 824). In this step, subjects identifies using 
on-line and/or offline recruitment are notified, and asked whether or not they have an interest in 
participating in the clinical study. In the case of candidates that were identified on-line using the 
subject database, the subjects are preferably contacted by the means that they identified during 
their registration, on the subject site (e.g., by electronic mail) in order to preliminarily determine 
whether they have an interest in participating in the clinical study. A screen shot of an 
exemplary e-mail used for providing such a notification to a potential subject is shown in Fig. 14. 
The notification could alternatively be provided using telephone, mail, fax or any offline 
communication means. If a potential subject responds to a notification by indicating interest in 
participating in a clinical study, the subject is provided with a formal questionnaire that asks for 
information specifically relevant to the clinical study. An exemplary study- specific subject 
questionnaire is shown in reference to Figs. 15A-15H. In the preferred embodiment, if in 
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response to the e-mail notification shown in Fig. 14, the subject indicates interest in participating 
in the clinical study, a study-specific subject questionnaire such as shown in Figs. 15A-15H is 
provided to the subject on a secure web page found on the subject site. The subject then uses this 
secure web page to answer all of the questions in the subject questionnaire, and to submit such 
answers for consideration. As mentioned above, irrespective of whether the subject is ultimately 
selected for participation in the clinical study, these questionnaire answers are stored in the 
subject database with the consent of the patient, thereby enriching the subject information stored 
in that database. 

Please delete the paragraph on page 39, beginning on line 2 and ending on 7, and replace 

it with: 

Fig. 16 is a process flow diagram of a method for identifying eligible investigators for a 
clinical study in accordance with one embodiment of the present invention. Specifically, at step 
1610, information is stored in database 2200 of the inventive system (in particular, the data is 
stored in table 2252, field 2252a of Fig. 22E) relating to the geographic location of each of a 
plurality of investigators. At step 1620, an incidence or a prevalence of each of a plurality of 
disease conditions in a plurality of different geographic locations is stored in the database. 

Please delete the paragraph on page 46, beginning on line 13 and ending on line 18, and 
replace it with: 

At step 2141, information is stored in the database that associates the types of equipment 
that an investigator has with one or more disease condition. At step 2142, the database is queried 
wherein information representing a selected disease condition associated with the specific 
clinical study is used. The query will result in correspondence between the specific disease 
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condition and related equipment that an investigator has. At step 2143 the inventive system 
identifies an investigator based upon the query results and the investigator's equipment. 

Please delete the paragraph beginning on Page 46, line 19 and ending on page 47, line 2, 
and replace it with: 

Fig. 21L is a process flow diagram depicting the steps of a method for identifying eligible 
investigators for a clinical study in accordance with yet a further embodiment of the present 
invention. At step 2143% information is stored in the inventive system database relating to 
prospective investigators for clinical studies, which includes the investigator practice setting, 
which is where the actual clinical study is conducted, and where a subject would most likely go 
to participate, 'this information is provided by the investigator. 

Please delete the paragraph beginning on Page 59, line 15 and ending on page 60 line 2, 
and replace it with: 

Fig. 22A through 22K is an exemplary data structure for implementing an investigator 
database 2200. For example, table 2210 includes investigator data related to basics such as 
name, age, address, phone, etc. Table 2220 contains data about a specific study performed by 
the investigator, Table 2230 relates to the investigator's specialties, and Table 2240 relates to the 
investigator's subject population. Shown in Figs. 22C and 22E, table 2250 contains data about 
the investigator's staff. Table 2260 of Fig. 22F contains data regarding the investigator's hospital 
affiliations. It will be understood by those skilled in the art that the investigator database of the 
present invention could be implemented using many different formats or structures, and that the 
particular structure shown in Figs. 22A thorough 22K represents one example of such a data 
structure. 
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Please delete the paragraph on page 60, beginning on line 4 and ending on line 20, and 
replace it with: 

Figs. 22L-P depict use of a disease incidence search on a TIA database to assist in 
performing investigator and subject selection. The example shown relates specifically to use of 
the invention to perform a study related to the disease of angina. Initially, the TIA database is 
queried using angina as the query criterion to identify geographic locations where the incidence 
of angina is more prevalent. These areas are identified on a national basis in Fig. 22L, and 
specifically for the Dallas-Fort Worth area in Fig. 22M. It bears noting that, within the Dallas- 
Fort Worth area, the TIA database IMS further identified an incidence value for each sub-region 
of the Dallas-Fort Worth area. Sites of various investigators in Dallas-Fort Worth that are 
potentially eligible to perform the study are also shown on Fig. 22M. These investigator sites 
were found by querying the investigator database as described above. Fig. 22N shows that there 
are three eligible investigator sites in the Dallas-Fort Worth Area. These three investigator sites 
are shown as circled stars in Fig. 22N. Of the three eligible investigator sites, one of the 
investigator sites is located in a sub-region having a higher incidence of angina than is found in 
the sub-regions of the other two eligible investigators. As shown in Fig, 220, the investigator 
located in the sub-region having the highest incidence of angina is next selected to perform the 
study. Following selection of this investigator for the study, subjects closest to the site of the 
selected investigator are identified for screening, as shown in Fig. 22P. 

Please delete the paragraph on page 61, beginning on line 12 and ending on line 15, and 
replace it with: 

Fig. 23 is a screen shot showing sponsor access limitations to study data. Aggregated data 
2302 can be viewed by all sponsors, whereas data 2304 can only be viewed by the sponsor that 
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supplied that data 2304 to the database. Figs. 26A and 26B depict an exemplary data structure 
used for implementing the sponsor access limitations discussed above. 

In the Claims: 

Please delete claims 16-120 and add new claims 121-128 

Claim 121 (New) A method for recruiting a person to participate as a subject in a clinical 
study, comprising: 

(a) presenting one or more web pages that allow the person or a caregiver 
associated with the person to register with a database by submitting registration 
information to the database; 

(b) registering automatically the person or caregiver with the database upon 
receipt of the registration information; 

(c) determining automatically in accordance with the registration information 
whether to provide the person or caregiver with notice of a given clinical study 
associated with a therapeutic area, disease, or condition of interest to the person; 
and 

(d) providing the person or caregiver with notice of the given clinical study if a 
determination is made to provide such notice. 

Claim 122 (New) The method as in claim 121, wherein said information comprises a 

geographic location of the person, a therapeutic area, disease, or condition of 
interest to the person, contact information, and permission information indicating 
whether the person or caregiver wishes to receive notice of one or more clinical 
studies. 

Claim 123 (New) A method for recruiting a person to participate as a subject in a clinical 
study, comprising: 
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(a) presenting one or more web pages that allow the person or a caregiver 
associated with the person to transfer information about the person over the 
Internet to a database; 

(b) determining automatically in accordance with said information whether to 
provide the person or caregiver with notice of a given clinical study associated 
with a therapeutic area, disease, or condition of interest to the person; and 

(c) providing the person or caregiver with notice of the given clinical study if a 
determination is made to provide such notice. 

Claim 124 (New) The method as in claim 123, wherein said information comprises a 

geographic location of the person, a therapeutic area, disease, or condition of 
interest to the person, contact information, and permission information indicating 
whether the person or caregiver wishes to receive notice of one or more clinical 
studies. 



Claim 125 (New) The method as in claim 123 further comprising registering said 
information in a database. 

Claim 126 (New) A method for recruiting a person to participate as a subject in a clinical 
study, comprising the step of presenting one or more web pages that allow the 
person or a caregiver associated with the person to transfer information about the 
person over the Internet to a database. 



Claim 127 (New) The method as in claim 126, wherein said information comprises 
geographic location, zip code of residence, e-mail address, and contact 
information. 



Claim 128 



(New) The method as in claim 126, wherein said information comprises specific 
information about said person's medical condition, disease status, symptoms, 
duration of illness, medications taken, and prior treatment options. 
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Remarks 

Support for the added claims can be found throughout the specification and in the claims 
as filed. No new matter enters by this amendment. 

Applicants note that 1 14 sheets of formal drawings are attached to this preliminary 
amendment for replacement of the informal drawings that were included with the filing of parent 
application number PCT/USO 1/02936. Applicants note that the figures have been reformated in 
order to comply with 37 C.F.R.. Some numbers and letters in some figure headings have been 
relabelled in the process. No new matter has thereby been introduced. 

Applicants note that a petition to make special also accompanies this amendment and add 
that if the Examiner believes for any reason that personal communication will expedite 
prosecution of this application, the Examiner is invited to telephone the undersigned at the 
number provided. 

The U.S. Patent and Trademark Office is hereby authorized to charge any fee deficiency, 
or credit any overpayment, to Arnold & Porter Deposit Account No. 50-1824. 

Prompt and favorable consideration of the application is respectfully requested. 

Respectfully submitted, 

Joseph A. Micallef (Reg. No. 39,772) 
Andrew S. Brenc (Reg. No. 45,534) 

Date: 

ARNOLD & PORTER 
555 12 th Street, N.W. 
Washington, D.C. 20004 
202.942.5000 telephone 
202.942.5999 facsimile 
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Marked-Up Specification 

On page 1, lines 1-2 

SYSTEMS AND METHODS FOR SELECTING AND RECRUITING [INVESTIGATIONS] 
INVESTIGATORS AND SUBJECTS FOR CLINICAL STUDIES 
On page 13, lines 16-18 

Figs. 4A, 4B[ and 4C], 4C and 4D depict an exemplary web page through which a person 
submits one or more disease conditions of interest to a database for identifying eligible subjects 
for a clinical study, in accordance with the present invention. 

On page 13, lines 19-20 

Figs. 5A through [5F] 5J depict an exemplary web page which conveys to a registered 
user information about clinical studies, in accordance with the present invention. 
On page 13, lines 21-23 

Figs. 6A through [6N] 6R depict a series of exemplary web pages through which a 
person can search clinical studies and opt to receive information about clinical studies in one or 
more selected therapeutic areas, in accordance with the present invention. 

On page 14, lines 1-3 

Figs. 7A[, 7B 7C] through 7E depict an exemplary web page that provides a 
questionnaire that may be completed by an investigator interested in conducting a clinical study, 
in accordance with the present invention. 

On page 14, lines 4-5 

Figs. [7D to 7G] 7F to 7J depict flow diagrams showing processes for registering subjects 
and investigators, in accordance with alternative embodiments of the present invention. 
On page 14, lines 6-7 
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Figs. 8 A and 8B depict [is] a flow diagram showing the steps performed by a sponsor 
using the professional site to recruit subjects, investigators, arid take steps necessary to start a 
clinical study. 

On page 14, lines 8-9 

Figs. 9 A and 9B depict [is] an exemplary web page used by a sponsor to enter study 
parameters into the system. 

On page 14, lines 10-11 

Figs. 10A and 10B depict [is] an exemplary web page used by a sponsor to enter criteria 
necessary to initiate an investigator search. 
On page 14, lines 18-19 

Figs. 15A through [15F] 15H depict [is] an exemplary study-specific subject 
questionnaire used for prescreening a subject for a clinical study. 
On page 15, lines 13-14 

Figs. 22A through [22F] 22K depict an exemplary data structure for implementing an 
investigator database, in accordance with the present invention. 
On page 15, lines 15-16 

Figs. 22[G-K]LzP depict use of a disease incidence search on a TIA database to assist in 
performing investigator and subject selection, in accordance with the present invention. 
On page 15, lines 18-19 

Figs. 24A through [24D] 24E depict an exemplary data structure for implementing a 
subject database, in accordance with the present invention. 
On page 15, lines 22-23 
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Figs. 26 A and 26B depict[s] an exemplary data structure used for implementing the 
sponsor access limitations shown in Fig. 23. 

On page 22, line 13 through page 23, line 10 

Referring still to Figure 1, system 100 also includes an integrated investigator database. 
In one embodiment, the investigator database includes information from three general sources as 
described below, although in other embodiments it may include information from a lesser or 
greater number[s] of sources or different sources. First, the investigator database includes data 
about the clinical study investigators who wish to inform clinical study sponsors of their clinical 
study experience and/or training, submitted by the investigators themselves. This self-reported 
data is typically entered into the investigator database either when a given investigator logs onto 
the professional site[,] and registers with the system as described further with reference to Figs. 
7A through [7C] 7E or by submitting such information to the professional site by mail, fax, 
phone or other non-computerized means. The self-reported data includes various types of 
information including, for example, the educational background of the investigator, the clinical 
study experience of the investigator, the past performance of the investigator in other clinical 
studies (e.g., how many subjects the investigator committed to recruit for a given study and in 
what period of time, how many subjects the investigator actually recruited for the study and in 
what period of time, and how many of such subjects actually completed the study), equipment 
available to the investigator (e.g., whether or not the investigator has access to a CAT scan 
machine or MRI equipment which may be required for a given study), any mandated IRB 
relationships of the investigator (e.g., whether or not the investigator is required through 
professional affiliations to submit materials to a particular IRB for approval before the materials 
may be used to advertise the study), any hospital or HMO affiliations of the investigator, 
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information about the investigator's staff and facilities and the geographic location of the 
investigator. 

On page 26, lines 12-21 

Figs. 4A through 4[C]D depict an exemplary web page of subject sites through which a 
person may submit one or more disease conditions to a database for identifying eligible subjects 
for a clinical study, in accordance with the present invention. Therapeutic area web page 400 
includes pull down menu 401 at which a person may identify a therapeutic area of interest to that 
person. In this example, the therapeutic area cancer has been chosen. Upon clicking on view 
button 402, the potential disease conditions of interest are presented to the subject or caregiver in 
disease condition area 403. The person may check one or more boxes in medical news/drug area 
404 or clinical study opportunities area 405 to indicate if the person is interested in obtaining 
medical news, drug or clinical study opportunity information on any of the disease conditions 
specified in disease condition area 403. 

On page 26, line 22 through page 27, line 4 

Figs. 5A through 5[F]J depict an exemplary web page of the subject site, which conveys 
information about clinical studies, and provides an ability to search clinical studies to a 
registered user, in accordance with the present invention. Frequently asked questions area 503 is 
provided to educate a person on clinical studies. In search area 501, the registered user may 
click on any one of the therapeutic areas identified (such as cancer clinical study area 502) and 
be taken to a search clinical study web page 600, as depicted in Figs. 6A and 6B. 

On page 27, lines 12-20, 

Upon clicking on contact area 604, the user will be taken to general study interest web 
page 605 shown in Figs. 6C and 6D . On general study interest web page 605, the registered user 
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may indicate in interest area 606 whether the registered user is interested for himself/herself or 
for someone else. In one embodiment, the registered user may select in selection area 607 up to 
three therapeutic areas in which the registered user is interested. In contact area 608, the 
registered user indicates the manner in which the registered user would like to be contacted, e.g., 
by e-mail, telephone or regular mail. The registered user also indicates name and contact 
information in contact information area 609. The registered user submits the form by clicking on 
submit button 610, or may cancel the process by clicking on cancel button 611. 
On page 28, lines 3-16 

In an alternative embodiment, in order to become a user registered with the subject 
database, the user will be required to provide the information required as shown in the web page 
depicted in Fig. 6[D]E: a user id; password; password reminder; and whether the user is seeking 
information for himself or herself or for someone else. In a second step, with reference to Figs. 
6[E] F and 6G . the user will be required to provide additional information such as first name, date 
of birth, gender, electronic mail address, zip code and an indication of one or more medical 
conditions in which the user is interested. Additional information, though not required for 
registration, may be provided such as medical conditions experienced by the user, salutation, last 
name, ethnic background, telephone number, country of residence, as shown in Fig. 6F. In a 
third step 3, the user inputs information on a web page such as that shown in Fig. 6[F]H, 
including a request to receive various types of information (such as, e.g., clinical study 
opportunities or news and new medical therapies) about the user's medical conditions identified 
in Figs. 6[E] F and 6G . The user may request that he or she not be sent any information. In area 
650, the user is asked to agree to certain terms and conditions governing the user's use of the 
inventive system. 
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On page 28, line 17 through page 29, line 3 

Upon completing the required information and accepting the terms and conditions, the 
user will become a registered user of the inventive system, as shown in the web page depicted in 
Fig. 6[G]I. At this point, the user may choose to answer additional, optional questions or to 
return to the previous activity. If the user chooses to answer additional questions, the riser may 
be taken to a web pages such as those depicted in Figs. 6[H] J through 6[J]N and provide 
information such as the type of prescriptions or over-the-counter medications taken by the user 
for a given medical condition; the health habits of the user; and the clinical study experience of 
the user. In Fig. 6[K]0, the user can see if the user has answered completely questions about 
each medical condition previously listed by the user. In Fig. 6[L]P, the user can provide 
feedback. In Fig. 6[M]Q, the service provider may provide a thank you to indicate that the 
message was sent successfully. 

On page 29, lines 4-12 

The registered user may also access, on the subject site, the registered user's own 
personal library. Library web page 612, shown in Fig. 6[N]R, informs the registered user that he 
or she may maintain a personal library of information relating to clinical studies or new 
developments related to particular therapeutic areas found throughout the subject site. The user 
may also create and save personal notes relating to the same. Information may be placed in the 
library by the registered user or, in some embodiments, specific information on topics which may 
be of interest to the registered user may be placed in the registered user's library automatically 
based on, for example, the registered user's past selections of information to place in the library, 
therapeutic areas of interest, disease conditions of interest, geographic location, and/or gender. 

On page 29 line 14 to page 30, line 6 
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An investigator who is interested in conducting clinical studies may express his or her 
interest by registering on the professional site of Fig. IB. Figs. 7 A, 7B[ and 7C] . 7C, 7D. and 7E 
depict investigator questionnaire web page 700 that provides a questionnaire that may be 
completed by an investigator interested in conducting a clinical study, in accordance with an 
embodiment of the present invention. In name area 701, the investigator is required to input his 
or her name. In degree area 702, the investigator's degree(s) are required. The PRF organization 
or institutional name, address, city state, country, zip code and telephone number are required 
(and fax and electronic snail address optionally requested) in contact area 703. Specialty area 
704 requires that the investigator provide his or her primary specialty area. Board area 705 
requires that the investigator indicate whether he or she is board certified and/or board eligible; 
optionally, the investigator's year of primary specialty board certification, and board information 
regarding any of the investigator's subspecialties may be provided. In study experience area 706, 
the investigator is required to indicate the number of years the investigator has participated in 
clinical studies as well as all phases of clinical research in which the investigator has 
participated. The investigator must include the number of investigators that conduct research at 
the PRF indicated in investigator area 707. 

Page 31, lines 2-9 

Figs, [7D to 7G] 7F to 7G depict flow diagrams showing processes for registering 
subjects and investigators, in accordance with alternative embodiments of the present invention. 
Fig. 7[D] F is directed to persons that register with the subject or investigator site based on a visit 
to the subject site; Fig. 7[E] G is directed to persons that register with the subject or investigator 
site based on a contact with a pharmaceutical call center; [Fig. 7F] Figs. 7H and 7J are [is] 
directed to persons that register with the subject or investigator site based on a contact with an 
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off-line call center and Fig. 7[G] I is directed to persons that register with the subject or 
investigator site based on a visit to a third party on-line recruitment site. 
Page 31, lines 11-15 

Referring now to [Figure 8] Figures 8A and SB . there is shown a flow diagram of a 
process that may be used by a sponsor to accomplish the steps necessary to start a clinical study. 
The process may begin at two different points. Specifically, if the sponsor wishes to begin by 
making a feasibility assessment with respect to the study, the process starts at step 804. 
Alternatively, if the sponsor does not wish to make a feasibility assessment, the process starts at 
step 811. 

Page 33, line 15 to page 34, line 8 

The sponsor reaches step 811 either as an entry point into the process, or after the sponsor 
has determined in step 8 1 0 that the study is feasible. In step 8 1 1 , tile sponsor determines 
whether the sponsor desires to use the investigator database to perform investigator recruitment 
for the study. If the sponsor wishes to use the investigator database for investigator recruitment, 
then in step 815, the sponsor begins by entering study parameter information into the system. A 
screen shot of a web page that may be used for entering this information is shown in [Figure 9] 
Figures 9A and 9R . In this step, the sponsor enters various parameters about the study into the 
system. Next, in step 816, the sponsor enters investigator search criteria for the study into the 
system. Such search criteria could include, for example, one or more specialties that would be 
desirable for an investigator for the study, information about the prescribing behavior of the 
investigator, the number of studies that the investigator has conducted, the therapeutic area and 
disease indication associated with clinical studies previously conducted by the investigator, the 
distance around the investigator site in which subjects participating in the study should be 
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sought, and the geographic area in which the investigator should be located. [Figure 10] Figures 
10A and 10B depict [is] a screen shot of an exemplary web page that may be used by a sponsor 
to input the investigator search criteria into the system. In step 818, the sponsor is given the 
ability to weigh[t] one or more of the investigator criteria prior to initiating the investigator 
search. 

Page 34, line 18 to page 35, line 8 

An exemplary web page that shows the results of an investigator search in accordance 
with the present invention is shown in [Fig. 11] Figs. HAand 11B . As shown in that figure, for 
each investigator identified in the search, the sponsor is shown the name of the investigator, the 
investigator's specialty, the city/state in which the investigator is located, the number of studies 
that the investigator has performed, subject demographic information obtained from the TIA 
database (i.e. the number of persons listed in the TIA database that are within a predetermined 
distance of the investigator site and who could potentially qualify as subjects for the clinical 
study), subject demographic information obtained from the subject database (i. e., the number of 
subjects listed in the subject database that are within a predetermined distance of the investigator 
site and who could potentially qualify to participate in the clinical study), the drug prescribing 
behavior of the investigator (e.g., the drug class prescribing decile associated with the 
investigator). It will be understood by those skilled in the art that other criteria relevant to the 
investigator could also be shown on this search results screen including for example, the 
behavior of the investigator with respect to ordering of laboratory tests/procedures. 

Page 36, line 22 to page 37, line 19 

After a potential subject has been identifies (step 817 or 819), the process of pre- 
screening for participation in the study begins (step 824). In this step, subjects identifies using 
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on-line and/or offline recruitment are notified, and asked whether or not they have an interest in 
participating in the clinical study. In the case of candidates that were identified on-line using the 
subject database, the subjects are preferably contacted by the means that they identified during 
their registration, on the subject site (e.g., by electronic mail) in order to preliminarily determine 
whether they have an interest in participating in the clinical study. A screen shot of an 
exemplary e-mail used for providing such a notification to a potential subject is shown in Fig. 14. 
The notification could alternatively be provided using telephone, mail, fax or any offline 
communication means. If a potential subject responds to a notification by indicating interest in 
participating in a clinical study, the subject is provided with a formal questionnaire that asks for 
information specifically relevant to the clinical study. An exemplary study-specific subject 
questionnaire is shown in reference to Figs. 15A - 15[F] H. In the preferred embodiment, if in 
response to the e-mail notification shown in Fig. 14, the subject indicates interest in participating 
in the clinical study, a study- specific subject questionnaire such as shown in Figs. 15 A- 15[F] H 
is provided to the subject on a secure web page found on the subject site. The subject then uses 
this secure web page to answer all of the questions in the subject questionnaire, and to submit 
such answers for consideration. As mentioned above, irrespective of whether the subject is 
ultimately selected for participation in the clinical study, these questionnaire answers are stored 
in the subject database with the consent of the patient, thereby enriching the subject information 
stored in that database. 
Page 39 lines 2-7 

Fig. 16 is a process flow diagram of a method for identifying eligible investigators for a 
clinical study in accordance with one embodiment of the present invention. Specifically, at step 
1610, information is stored in database 2200 of the inventive system (in particular, the data is 
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stored in table 2252, field 2252a of Fig. 22[B] E) relating to the geographic location of each of a 
plurality of investigators. At step 1620, an incidence or a prevalence of each of a plurality of 
disease conditions in a plurality of different geographic locations is stored in the database. 
Page 46 lines 13-18 

At step [2140] 2141 . information is stored in the database that associates the types of 
equipment that an investigator has with one or more disease condition[s]. At step [2141] 2142, 
the database is queried wherein information representing a selected disease condition associated 
with the specific clinical study is used. The query will result in correspondence between the 
specific disease condition and related equipment that an investigator has. At step [2142] 2143. the 
inventive system identifies an investigator based upon the query results and the investigator's 
equipment. 

Page 46 line 19 to page 47, line 2 

Fig. 21L is a process flow diagram depicting the steps of a method for identifying eligible 
investigators for a clinical study in accordance with yet a further embodiment of the present 
invention. At step 21431, information is stored in the inventive system database relating to 
prospective investigators for clinical studies, which includes the investigator practice setting, 
which is where the actual clinical study is conducted, and where a subject would most likely go 
to participate, 'this information is provided by the investigator. 

Page 59, line 15 to page 60 line 2 

Fig. 22A through 22[F] K is an exemplary data structure for implementing an investigator 
database 2200. For example, table 2210 includes investigator data related to basics such as 
name, age, address, phone, etc. Table 2220 contains data about a specific study performed by 
the investigator, Table 2230 relates to the investigator's specialties, and Table 2240 relates to the 
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investigator's subject population. Shown in [Fig. 22B] Figs. 22C and 22E . table 2250 contains 
data about the investigator's staff. Table 2260 of Fig. 22[C] F contains data regarding the 
investigator's hospital affiliations. It will be understood by those skilled in the art that the 
investigator database of the present invention could be implemented using many different 
formats or structures, and that the particular structure shown in Figs. 22A thorough 22[F] K 
represents one example of such a data structure. 
Page 60, lines 4-20 

Figs. 22[G-K] L-P depict use of a disease incidence search on a TIA database to assist in 
performing investigator and subject selection. The example shown relates specifically to use of 
the invention to perform a study related to the disease of angina. Initially, the TIA database is 
queried using angina as the query criterion to identify geographic locations where the incidence 
of angina is more prevalent. These areas are identified on a national basis in Fig. 22[G] L, and 
specifically for the Dallas-Fort Worth area in Fig. 22[H] M. It bears noting that, within the 
Dallas-Fort Worth area, the TIA database IMS further identified an incidence value for each 
sub-region of the Dallas-Fort Worth area. Sites of various investigators in Dallas-Fort Worth 
that are potentially eligible to perform the study are also shown on Fig. 22[H] M- These 
investigator sites were found by querying the investigator database as described above. Fig. 
22[1] N shows that there are three eligible investigator sites in the Dallas-Fort Worth Area. 
These three investigator sites are shown as circled stars in Fig. 22[1] N. Of the three eligible 
investigator sites, one of the investigator sites is located in a sub-region having a higher 
incidence of angina than is found in the sub-regions of the other two eligible investigators. As 
shown in Fig. 22[J] O, the investigator located in the sub-region having the highest incidence of 
angina is next selected to perform the study. Following selection of this investigator for the 
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study, subjects closest to the site of the selected investigator are identified for screening, as 
shown in Fig. 22[K] P. 

Page 61, lines 12-15 

Fig. 23 is a screen shot showing sponsor access limitations to study data. Aggregated data 
2302 can be viewed by all sponsors, whereas data 2304 can only be viewed by the sponsor that 
supplied that data 2304 to the database. [Fig. 26] Figs. 26A and 26B depict[s] an exemplary data 
structure used for implementing the sponsor access limitations discussed above. 
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STORING INFORMATION IN A DATABASE 
ABOUT A GEOGRAPHIC LOCATION OF 
EACH OF A PLURALITY OF INVESTIGATORS 



STORING INFORMATION IN A DATABASE AN 
INCIDENCE OR PREVALENCE OF A PLURALITY 
OF DISEASE CONDITIONS IN EACH OF A 
PLURALITY OF GEOGRAPHIC LOCATIONS 



QUERY DATABASE USING A SELECTED DISEASE 
CONDITION ASSOCIATED WITH A CLINICAL STUDY 



IDENTIFY QUALIFIED INVESTIGATOR BASED ON THE 
QUERY AND ON THE INCIDENCE OR PREVALENCE OF 
THE SELECTED DISEASE CONDITION IN THE 
GEOGRAPHIC LOCATION OF THE INVESTIGATOR 




FIG. 16 
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STORING INFORMATION IN A DATABASE 
ABOUT A PLURALITY OF INVESTIGATORS 
INCLUDING PRESCRIPTION WRITING HISTORY 
WITH RESPECT TO A PLURALITY OF MEDICATIONS 



STORING INFORMATION IN THE DATABASE 
THAT ASSOCIATES EACH OF THE PLURALITY OF 
MEDICATIONS WITH ONE OR 
MORE DISEASE CONDITIONS 



QUERY THE DATABASE USING INFORMATION 
ABOUT A SELECTED DISEASE CONDITION 



IDENTIFY INVESTIGATOR FOR A CLINICAL 

STUDY BASED UPON PRESCRIPTION 
HISTORY OF INVESTIGATOR AND QUERY 




FIG. 17 
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STORING INFORMATION IN A DATABASE 
ABOUT A PLURALITY OF INVESTIGATORS 
INCLUDING A HISTORY OF LABORATORY 
PROCEDURE REQUESTS MADE BY THE 
INVESTIGATOR 



1 


r 


STORING INFORMATIC 
THAT ASSOCIATES EACH 
PROCEDURE REQUESTS W 


)N IN THE DATABASE 
\ OF THE LABORATORY 
ITH DISEASE CONDITIONS 



1830 



QUERY THE DATABASE USING INFORMATION 
ABOUT A SELECTED DISEASE CONDITION 



1840 



IDENTIFY INVESTIGATOR FOR A CLINICAL 
STUDY BASED UPON LABORATORY PROCEDURE 
HISTORY OF INVESTIGATOR AND QUERY 




FIG. 18 
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1910 — 


STORING INFORMATION IN A DATABASE 
ABOUT A PLURALITY OF INVESTIGATORS 
INCLUDING A HISTORY OF PAST PARTICIPATION 
OF EACH INVESTIGATOR IN CLINICAL STUDIES 








1920 


QUERY DATABASE USING CRITERIA ABOUT 
PAST CLINICAL STUDY PARTICIPATION 








1930 


IDENTIFY QUALIFIED INVESTIGATOR FOR 
A CLINICAL STUDY BASED UPON PAST 
CLINICAL STUDY PARTICIPATION QUERY RESULTS 









END 



FIG. 19 
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2010 



PRESENT WEB PAGE WITH REQUEST 
FOR REGISTRATION AND CONSENT 
INFORMATION TO PERSON 



2020 



PERSON SUBMITS REGISTRATION 
AND CONSENT INFORMATION 
TO DATABASE 



2030 



REGISTER PERSON UPON 
RECEIPT OF REGISTRATION 
AND CONSENT INFORMATION 




PROVIDE PERSON WITH 
NOTICE OF CLINICAL STUDY 



2060 



PRESENT QUESTIONNAIRE ASSOCIATED 
WITH CLINICAL STUDY TO PERSON 



2070 



SUBMIT ANSWERS TO QUESTIONNAIRE 
BY PERSON AND STORE ANSWERS 
IN THE DATABASE 
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STORING INFORMATION IN A DATABASE 
ABOUT A PLURALITY OF INVESTIGATORS INCLUDING 
A GEOGRAPHIC LOCATION OF SUBJECTS OF EACH 
OF THE PLURALITY OF INVESTIGATORS 



2102 



QUERY DATABASE USING INFORMATION 
ABOUT A SELECTED DISEASE CONDITION 



2103 



IDENTIFY INVESTIGATOR FOR A 
CLINICAL STUDY BASED UPON GEOGRAPHIC 
LOCATION OF INVESTIGATOR AND QUERY 




FIG.21A 



* J 
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STORING INFORMATION IN A DATABASE 
2104 -~^J ABOUT A PLURALITY OF INVESTIGATORS INCLUDING 
INVESTIGATOR'S MEDICAL SPECIALTY 



2105 



STORING INFORMATION IN THE DATABASE THAT 
ASSOCIATES THE INVESTIGATOR'S MEDICAL 
SPECIALTY WITH ONE OR MORE 
DISEASE CONDITIONS 



2106 



QUERY DATABASE USING INFORMATION ABOUT 
A SELECTED DISEASE CONDITION 



2107 



IDENTIFY INVESTIGATOR FOR A CLINICAL STUDY 
BASED UPON THE INVESTIGATOR'S 
MEDICAL SPECIALTY 
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2108 



STORING INFORMATION IN A DATABASE 
ABOUT A PLURALITY OF INVESTIGATORS 
INCLUDING EXPERIENCE OF MEDICAL STAFF 



2109 



STORING INFORMATION IN THE DATABASE THAT 
ASSOCIATES EXPERIENCE OF MEDICAL STAFF 
WITH ONE OR MORE DISEASE CONDITIONS 



2110 



QUERY THE DATABASE USING INFORMATION 
ABOUT A SELECTED DISEASE CONDITION 



2111 



IDENTIFY INVESTIGATOR FOR A CLINICAL STUDY 
BASED UPON EXPERIENCE OF MEDICAL STAFF 
AND QUERY 




FIG. 21C 
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2112 



STORING INFORMATION IN A DATABASE 
ABOUT A PLURALITY OF INVESTIGATORS 
INCLUDING NUMBER OF 
CLINICAL STUDIES PERFORMED 



2114 



QUERY THE DATABASE USING INFORMATION 
ABOUT A SELECTED DISEASE CONDITION 



2115 



IDENTIFY INVESTIGATOR FOR A CLINICAL 
STUDY BASED UPON THE NUMBER 
OF CLINICAL STUDIES PERFORMED AND QUERY 




FIG. 21 D 
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STORING INFORMATION IN A DATABASE 
ABOUT A PLURALITY OF INVESTIGATORS INCLUDING 
INVESTIGATOR HOSPITAL AFFILIATIONS 



STORING INFORMATION IN THE DATABASE THAT 
ASSOCIATES INVESTIGATOR HOSPITAL AFFILIATION 
WITH ONE OR MORE DISEASE CONDITIONS 



QUERY DATABASE USING INFORMATION ABOUT 
A SELECTED DISEASE CONDITION 



IDENTIFY INVESTIGATOR FOR A CLINICAL STUDY 
BASED UPON INVESTIGATOR HOSPITAL 
AFFILIATION AND QUERY 




FIG. 21 E 



77/114 



STORING INFORMATION IN A DATABASE 
ABOUT A PLURALITY OF INVESTIGATORS 

INCLUDING NUMBER OF BEDS IN 
INVESTIGATOR HOSPITAL AFFILIATIONS 



STORING INFORMATION IN THE DATABASE 
THAT ASSOCIATES THE NUMBER OF BEDS IN 
INVESTIGATOR HOSPITAL AFFILIATIONS WITH 
ONE OR MORE DISEASE CONDITIONS 



QUERY THE DATABASE USING INFORMATION 
ABOUT A SELECTED DISEASE CONDITION 



IDENTIFY INVESTIGATOR FOR A CLINICAL STUDY 
BASED UPON THE NUMBER OF BEDS IN 
INVESTIGATOR HOSPITAL AFFILIATIONS AND QUERY 




FIG. 21 F 
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STORING INFORMATION IN A DATABASE 
ABOUT A PLURALITY OF INVESTIGATORS 
INCLUDING INVESTIGATOR INSURANCE 
PROVIDER AFFILIATIONS 



2125 



STORING INFORMATION IN THE DATABASE 
THAT ASSOCIATES THE INVESTIGATOR INSURANCE 
PROVIDER AFFILIATIONS WITH ONE OR 
MORE DISEASE CONDITIONS 



2126 



QUERY THE DATABASE USING INFORMATION 
ABOUT A SELECTED DISEASE CONDITION 



IDENTIFY INVESTIGATOR FOR A CLINICAL STUDY 
BASED UPON THE INVESTIGATOR INSURANCE 
PROVIDER AFFILIATIONS AND QUERY 




FIG. 21G 
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2128 



STORING INFORMATION IN A DATABASE 
ABOUT A PLURALITY OF INVESTIGATORS 
INCLUDING INVESTIGATOR IRB AFFILIATIONS 



2129. 



STORING INFORMATION IN THE DATABASE 
THAT ASSOCIATES INVESTIGATOR IRB 
AFFILIATIONS WITH ONE OR MORE 
DISEASE CONDITIONS 



2130 





r 


QUERY THE DATABASE 
ABOUT A SELECTED 


I USING INFORMATION 
DISEASE CONDITION 



2131 



IDENTIFY INVESTIGATOR FOR A CLINICAL STUDY 
BASED UPON INVESTIGATOR IRB 
AFFILIATION AND QUERY 




END 



FIG. 21 H 
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STORING INFORMATION IN A DATABASE 
ABOUT A PLURALITY OF INVESTIGATORS 
INCLUDING REGULATORY AGENCY AUDITS 



STORING INFORMATION IN THE DATABASE 
THAT ASSOCIATES REGULATORY AGENCY AUDITS 
WITH ONE OR MORE DISEASE CONDITIONS 



QUERY THE DATABASE USING INFORMATION 
ABOUT A SELECTED DISEASE CONDITION 



IDENTIFY INVESTIGATOR FOR A CLINICAL STUDY 
BASED UPON REGULATORY AGENCY 
AUDITS AND QUERY 




FIG. 211 
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STORING INFORMATION IN A DATABASE 
ABOUT A PLURALITY OF INVESTIGATORS 
INCLUDING PRF AFFILIATIONS 



STORING INFORMATION IN THE DATABASE 

THAT ASSOCIATES PRF AFFILIATIONS 
WITH ONE OR MORE DISEASE CONDITIONS 



QUERY THE DATABASE USING INFORMATION 
ABOUT A SELECTED DISEASE CONDITION 



IDENTIFY INVESTIGATOR FOR A CLINICAL STUDY 
BASED UPON PRF AFFILIATIONS AND QUERY 




FIG. 21J 
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2140 



STORING INFORMATION IN A DATABASE 
ABOUT A PLURALITY OF INVESTIGATORS 
INCLUDING INVESTIGATOR MEDICAL EQUIPMENT 



2141 



STORING INFORMATION IN THE DATABASE 
THAT ASSOCIATES INVESTIGATOR MEDICAL EQUIPMENT 
WITH ONE OR MORE DISEASE CONDITIONS 



2142 



QUERY THE DATABASE USING INFORMATION 
ABOUT A SELECTED DISEASE CONDITION 



2143 



IDENTIFY INVESTIGATOR FOR A CLINICAL STUDY 
BASED UPON INVESTIGATOR MEDICAL 
EQUIPMENT AND QUERY 




END 



FIG. 21 K 
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2143' 



STORING INFORMATION IN A DATABASE 
ABOUT A PLURALITY OF INVESTIGATORS 
INCLUDING INVESTIGATOR PRACTICE SETTING 



2144 



1 


r 


STORING INFORMATK 
THAT ASSOCIATES INVESTI 
WITH ONE OR MORE [ 


ON IN THE DATABASE 
GATOR PRACTICE SETTING 
DISEASE CONDITIONS 



2145 



QUERY THE DATABASE USING INFORMATION 
ABOUT A SELECTED DISEASE CONDITION 



2146 



IDENTIFY INVESTIGATOR FOR A CLINICAL STUDY 
BASED UPON INVESTIGATOR PRACTICE 
SETTING AND QUERY 




END 



FIG. 21L 
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2147 



STORING INFORMATION IN A DATABASE 
ABOUT A PLURALITY OF INVESTIGATORS 
INCLUDING INVESTIGATOR'S CITY AND STATE 



2148 



STORING INFORMATION IN THE DATABASE 
THAT ASSOCIATES INVESTIGATOR'S CITY AND STATE 
WITH ONE OR MORE DISEASE CONDITIONS 



2149 



QUERY THE DATABASE USING INFORMATION 
ABOUT A SELECTED DISEASE CONDITION 



2150 



IDENTIFY INVESTIGATOR FOR A CLINICAL STUDY 
BASED UPON INVESTIGATOR'S CITY AND STATE 
AND QUERY 




FIG. 21M 



'J 
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STORING INFORMATION IN A DATABASE 
ABOUT A PLURALITY OF INVESTIGATORS 
INCLUDING INVESTIGATOR'S NAME 







QUERY THE DATABASE 
ABOUT A SELECTED 


E USING INFORMATION 
DISEASE CONDITION 



IDENTIFY INVESTIGATOR FOR A CLINICAL 
STUDY BASED UPON INVESTIGATOR'S NAME 
AND QUERY 




FIG. 21 N 



4K 
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STORING INFORMATION IN A DATABASE 
21 54 ABOUT A PLURALITY OF INVESTIGATORS 

INCLUDING INVESTIGATOR LABORATORY RESULTS 



2155 



STORING INFORMATION IN THE DATABASE 
THAT ASSOCIATES INVESTIGATOR LABORATORY RESULTS 
WITH ONE OR MORE DISEASE CONDITIONS 



2156 



QUERY THE DATABASE USING INFORMATION 
ABOUT A SELECTED DISEASE CONDITION 



2157 



IDENTIFY INVESTIGATOR FOR A CLINICAL STUDY 
BASED UPON INVESTIGATOR LABORATORY 
RESULTS AND QUERY 



END 

FIG. 210 
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STORING INFORMATION IN A DATABASE 
ABOUT A PLURALITY OF INVESTIGATORS 
INCLUDING SERVICES PERFORMED AT 
INVESTIGATOR HOSPITAL AFFILIATES 



2159 



STORING INFORMATION IN THE DATABASE 
THAT ASSOCIATES SERVICES PERFORMED AT HOSPITAL 
AFFILIATES WITH ONE OR MORE DISEASE CONDITIONS 



2160 



QUERY THE DATABASE USING INFORMATION 
ABOUT A SELECTED DISEASE CONDITION 



2161 



IDENTIFY INVESTIGATOR FOR A CLINICAL STUDY 

BASED UPON SERVICES PERFORMED AT 
INVESTIGATOR HOSPITAL AFFILIATES AND QUERY 
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2162 



STORING INFORMATION IN A DATABASE 
ABOUT A PLURALITY OF INVESTIGATORS 
INCLUDING INVESTIGATOR HOSPITAL 
CLAIM INFORMATION 



2163 



STORING INFORMATION IN THE DATABASE 
THAT ASSOCIATES INVESTIGATOR HOSPITAL CLAIM 
INFORMATION WITH ONE OR MORE DISEASE CONDITIONS 



2164 



QUERY THE DATABASE USING INFORMATION 
ABOUT A SELECTED DISEASE CONDITION 



2165 



IDENTIFY INVESTIGATOR FOR A CLINICAL STUDY 
BASED UPON INVESTIGATOR HOSPITAL CLAIM 
INFORMATION AND QUERY 




END 



FIG. 21Q 



INV_STUDY_PERFORMANCE 
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INVESTIGATORJD: CHAR(18) 
STUDY_PRF_ID: CHAR(18) 



SOURCE_CD: CHAR(18) 
SPONSORJD: CHAR(18) 
SPONSOR_CRO_NAME: CHAR(18) 
PROTOCOL_NUMBER: CHAR(18) 
STUDY_PHASE_CD: CHAR(18) 
DRUG_NAME: CHAR(18) 
DRUG_CLASS:CHAR(18) 
THERA_CONDITiON_CD: CHAR(18) 
START_DATE:CHAR{18) 
NUMJENROLLMENT_COMMITMENT: CHAR(18) 
NUM_PATIENTS_ENROLLED: CHAR(18) 
ENROLLMENT_MONTHS: CHAR(18) 
ENROLLMENTJ/IETJND: CHAR(18) 
TIMEFRAME JVIETJND: CHAR(18) 
PLACEBO_RESPONSE_RATE: CHAR(18) 
NUM_PATIENTS_EVALUABLE: CHAR(18) 
MICROBIOLOGICJEVALUABLE: CHAR(18) 
BACTERIAL_EVALUABLE: CHAR(18) 
NOTES: CHAR(18) 
CREATE_DATE:CHAR(18) 
UPDATE_DATE: CHAR(18) 
CREATE_BY: CHAR(18) 
UPDATE_BY: CHAR(18) 

^ , , , n im ■,.i,m,i,i,. 

INV_SPECIALTY 

, , 

INVESTIGATORJD: NUMBER(8) 
SPECIALTY.CD: VARCHAR2(6) 



2220 



SOURCE_CD:VARCHAR2(12) 
BOARD_COMPLETE_CD: VARCHAR2(12) 
CREATE_DATE: DATE 
UPDATE_DATE: DATE 
CREATE_BY: INTEGER 
UPDATE_BY: INTEGER 



2230 



INV_PATIENT_POPULATION 



INVESTIGATORJD: CHAR(18) 
INDICATION_CD: CHAR2(18) 



ANNUAL_PATIENTS_TREATED: CHAR(18) 
ANNUAL_NEW_PATIENTS_TREATED: CHAR(1 8) 
INTERESTEDJND: CHAR(18) 
CREATEJ3Y: CHAR(18) 
UPDATE J3Y: CHAR(18) 
CREATE JDATE: CHAR(18) 
UPDATE JJATE: CHAR(18) 



2240 



TO 2210 
FIG. 22B 



FIG. 22A 



FROM 
2220. 2230. 2240 
FIG. 22A 



INV INVESTIGATOR 
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INVESTIGATOR_ID:CHAR(18) 



SOURCE_CD: CHAR(18) 
HMSJD: CHAR{18) 
FIRST_NAME: CHAR(18) 
MIDDLE1: CHAR(18) 
M1DDLE2: CHAR(18) 
LAST.NAME: CHAR(18) 
SUFFIX: CHAR(18) 
COUNTRY: CHAR(18) 
SOC_SEC_NBR: CHAR(18) 
IND_UPIN:CHAR(18) 
SEX: CHAR(18) 
DOB:CHAR(18) 
MED_SCHOOL_CD: CHAR(18) 
GRADUATION.YEAR: CHAR(18) 
RSDNCY_ORG:CHAR(18) 
RSDNCY_CITY: CHAR(18) 
FLLWSHP_ORG:CHAR(18) 
FLLWSHP_CITY: CHAR(18) 
DEGREE1: CHAR(18) 
DEGREE2: CHAR(18) 
PHONE_NBR: CHAR(18) 
PHONE_EXTENSION: CHAR(18) 
FAX_NBR: CHAR(18) 
EMAIL: CHAR(18} 
CREDENTIAL: CHAR(18) 
DELETE_REASON_CD: CHAR(18) 
DELETE_REQUEST_DATE: CHAR(18) 
WRONG_NUMBER_IND: CHAR(18) 
CV_RECEIVED_DATE: CHAR(18) 
QUESTIONNAIRE_RETURNED_DATE: CHAR(18) 
SMO_RELATIONSHIP_CD: CHAR(18) 
PRACTIVE_TYPE_CD: CHAR(18) 
PRIMARY JN_OUT_CD: CHAR(18) 
CRO_NUM_DAYS_NOTICE: CHAR(18) 
PHASE1_EXPERIENCE_IND: CHAR(18} 
PHASE2_EXPERiENCE_IND: CHAR(18) 
PHASE3_EXPERIENCE_IND: CHAR(18) 
PHASE4_EXPERIENCE_IND: CHAR(18) 
PATIENT. DATABASEJND: CHAR(18) 
SOFTWARE_PACKAGE_NAME: CHAR(18) 
CREATE_DATE: CHAR(18) 
UPDATE_DATE: CHAR(18) 
CREATE_BY: CHAR(18) 
UPDATE_BY:CHAR(18) 



2210 



TO 

-INV_STAFF_ROLE 
FIG. 22C 



TO 



lNV_WORK_LOCATION 
' FIG. 22C 



TO 



USER_NOTES 
FIG. 22C 



TO HMS INVESTIGATOR FIG. 22D 



FIG. 22B 



INV STUDY STAFF 
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FACILITY_NAME: CHAR(18) 
STAFFJD: CHAR(18) 



SOURCE_CD: CHAR(18) 
FIRST_NAME: CHAR(18) 
MIDDLE1_NAME: CHAR{18) 
MIDDLE2_NAME: CHAR(18) 
LAST_NAME:CHAR(18) 
SUFFIX: CHAR(18) 
JOB_TITLE_CD: CHAR(18) 
WORK_HOURS_CD: CHAR(18) 
NUM_YEARS_RESEARCH_EXP: CHAR(18) 
EMAIL: CHAR(18) 
PHONE_NBR: CHAR(18) 
PHONEJEXTENSION: CHAR(18) 
FAX_NBR: CHAR(18) 
OFFICE_MAIL_STOP: CHAR(18) 
CREATE_DATE: CHAR(18) 
UPDATE_DATE: CHAR(18) 
CREATE_BY: CHAR(18) 
UPDATE_BY:CHAR(1 8) 



.FROM 
2210 
FIG. 22B 



2250 



TO 
2252 
FIG. 22E 



INV STAFF ROLE 



INVESTIGATORJD: CHAR(18) 
FACILITY_NAME: CHAR(18) 
STAFFJD: CHAR(18) 



SMO_CONTACTJND: CHAR(18) 
OPPORTUNITY_CONTACT_IND:CHAR(18) 
CREATE_DATE: CHAR(18) 
UPDATE_DATE: CHAR(18) 
CREATE_BY: CHAR(18) 
UPDATE_BY: CHAR(18) 



FROM 
2210 - 
FIG. 22B 



FROM 
2210 • 
FIG. 22B 



FIG. 22C 



INV WORK LOCATION 



INVESTIGATORJD: CHAR(18) 
FACILITY JJAME: CHAR(18) 



PRFJND: CHAR(18) 
DIRECT_CONTACTJND: CHAR(18) 
CREATE J3ATE: CHAR(18) 
UPDATEJ3ATE: CHAR(18) 
CREATE J3Y: CHAR(18) 
UPDATE J3Y: CHAR(18) 



USER NOTES 



NOTES:CHAR(18) 
CREATE JOATE: CHAR(18) 
UPDATEJDATE: CHAR(18) 
CREATEJ3Y: CHAR(18) 
UPDATE J3Y: CHAR(18) 



+■ TO 

2252 
FIG. 22E 



INVESTIGATORJD: CHAR(18) 
USER_NETWORK: CHAR(18) 



FROM 
2210 
FIG. 22B 
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HMS INVESTIGATOR 



CONTACT JD: NUMBER(7) 
NVESTIGATORJD: CHAR(18) 



HMSJD:VARCHAR2(12) 
SOC_SEC_NBR: NUMBER(9) 
IND_UPIN: VARCHAR2(7) 
FIRST_NAME: VARCHAR2(25) 
MIDDLE_NAME_1 : VARCHAR2(25) 
MIDDLE_NAME_2: VARCHAR2(25) 
LAST_NAME: VARCHAR2(50) 
SUFFIX: VARCHAR2(10) 
CREDENTIAL: VARCHAR2(3) 
SEX: VARCHAR2(1) 
DOB: NUMBER(10) 
MED_SCHOOL_CD: VARCHAR2(8) 
GRADUATION_YEAR: VARCHAR2(4) 
RSDNCY_ORG: VARCHAR2(100) 
RSDNCY_CITY: VARCHAR2(60) 
FLLWSHP_ORG: VARCHAR2(100) 
FLLWSHP_CITY: VARCHAR2(60) 
CREATION_DATE: DATE 
UPDATE_DATE: DATE 
CREDENTIAL^: VARCHAR2(3) 
INTRNSHP_NAME: VARCHAR2(100) 
INTRNSHP_CITY: VARCHAR(60) 
INTRNSHP.STATE: VARCHAR2(2) 
UPIN_SANC: VARCHAR2(50) 
STATE_SANC: VARCHAR2(50) 
RSDNCY.STATE: VARCHAR2(2) 
FLLWSHP_STATE: VARCHAR2(2) 



TO 

HMS_INV_ADDRESS 
FIG. 22H 



TO 

HMS_HSPTL_AFFLTN 
FIG. 22F 

TO 

HMS_SPECIALTY 
FIG. 22F 



TO 
HMS_DEA 
FIG. 22F 

TO 

H MS_BO ARD_CERT 
FIG. 22F 

TO 

HMS_LANGUAGE 
FIG. 22F 

TO 

HMS_INSURANCE_AFFLTN 
FIG. 22G 



TO 

HMS_GRP_UPIN 
FIG. 22G 

TO 

HMS_EMPLYR_TAX_ID 
FIG. 22G 



TO 

HMS.LICENSE 
FIG. 22G 



TO 
FDAJ572 
FIG. 22H 



FIG. 22D 
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INV RESEARCH ORGANIZATION 



FROM 
2250 
FIG. 22C 



FROM 
INV_WORK_LOCATION 
FIG. 22C 



FACILITY_NAME: CHAR(18) 



SOURCE_CD: CHAR(18) 
FACILITY_TYPE_CD: CHAR(18) 
IN_PATIENT_lND: CHAR(18) 
OUT_PATIENT_IND: CHAR(18) 
REVIEW_BOARD_TYPE_CD: CHAR(18) 
LOCAL_iRB_MEETiNG_CD: CHAR(18) 
IRB_SUBMIT_BY_DSC: CHAR(18) 

MONITOR_ROOM_IND: CHAR(18) 
NUM_DAYS_NOTICE: CHAR(18) 
ADDRESS_1:CHAR(18) 
ADDRESS_2: CHAR(18) 
CITY: CHAR(18) 
STATE: CHAR(18) 
COUNTRY: CHAR(18) 
ZIP_CODE: CHAR(18) 
ZIP_CODE_4: CHAR(18) 
X_LONGITUDE: CHAR(18) 
Y_LATITUDE: CHAR(18) 
CNTFIPS:CHAR(18) 
COUNTY: CHAR(18) 
MSANUM: CHAR(18) 
MSANAME: CHAR(18) 
C!TY_BLOCK: CHAR(18) 
CREATE_DATE: CHAR(18) 
UPDATE_DATE: CHAR(18) 
CREATE.BY: CHAR(18) 
UPDATE_BY: CHAR(18) 



INV RSRCH FAC CAPABILITY 



FACILITY.NAME: CHAR(18) 
FACILITY_CAPABILITY_CD: CHAR(18) 



CREATE_DATE: CHAR(18) 
UPDATE_DATE: CHAR(18) 
CREATE_BY: CHAR(18) 
UPDATE_BY: CHAR(18) 



FIG. 22E 
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FROM 
HMSJNVESTIGATOR 
FIG. 22D 



FROM 
HMSJNVESTIGATOR 
FIG. 22D 



HMS HSPTL AFFLTN 



CONTACTJD: NUMBER(7) 
HMS_HOSP_ID: VARCHAR2(9) 
INVESTIGATORJD: CHAR(18) 



CREATION JDATE: DATE 
UPDATE DATE: DATE 



HMS SPECIALTY 



CONTACTJD: NUMBER(7) 
SPECIALTY_CD: VARCHAR2(8) 
INVESTIGATORJD: CHAR(1 8) 



CREATION.DATE: DATE 
UPDATE_DATE: DATE 



2260 



TO 

■HMS_HSPTL 
FIG. 22I 



FROM 
HMSJNVESTIGATOR 
FIG. 22D 



HMS_DEA 



CONTACTJD: NUMBER(7) 
DEA_NBR: VARCHAR2(10) 
INVESTIGATORJD: CHAR(18) 



CREATION_DATE: DATE 
UPDATE_DATE: DATE 



FROM 
HMSJNVESTIGATOR 
FIG. 22D 



HMS_BOARD CERT 



CONTACTJD: NUMBER(7) 
CERT_CD: VARCHAR2(8) 
INVESTIGATORJD: CHAR(1 8) 



CREATION_DATE: DATE 
UPDATE DATE: DATE 



FROM 
HMSJNVESTIGATOR 
FIG. 22D 



HMS LANGUAGE 



CONTACTJD: NUMBER(7) 
LANGUAGE.CD: VARCHAR2(10) 
INVESTIGATORJD: CHAR(1 8) 



CREATION JDATE: DATE 
UPDATE DATE: DATE 



FIG. 22F 



95/114 



HMS INSURANCE AFFLTN 



FROM 
H M S_l N VEST IGATOR ■ 
FIG. 22D 



FROM 
HMSJNVESTIGATOR- 
FIG. 22D 



FROM 
HMSJNVESTIGATOR- 
FIG. 22D 



CONTACT JD: NUMBER(7) 
INSURANCE_COMPANY_CD:VARCHAR2(50) 
INVESTIGATORJD: CHAR(18) 



CREATION_DATE: DATE 
UPDATE DATE: DATE 



HMS GRP UPIN 



CONTACT_ID: NUMBER(7) 
GRPJJP1N: VARCHAR2(8) 
INVESTIGATORJD: CHAR(18) 



CREATION_DATE: DATE 
UPDATE DATE: DATE 



HMS EMPLYR TAX ID 



CONTACTJD: NUMBER(7) 
EMPLR_TAX_ID: VARCHAR2(10) 
INVESTIGATORJD: CHAR(18) 



CREATION _DATE: DATE 
UPDATE DATE: DATE 



HMS LICENSE 



FROM 
HMSJNVESTIGATOR- 
FIG. 22D 



CONTACTJD: NUMBER(7) 
LICENSE_STATE_CD: VARCHAR2(2) 
INVESTIGATORJD: CHAR(18) 



LICENSE JfEAR: NUMBER(4) 
CREATION_DATE: DATE 
UPDATE DATE: DATE 



FIG. 22G 



FROM 
HMSJNVESTIGATOR 
FIG, 22D 
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FROM 
HMSJNVESTIGATOR 
FIG. 22D 



FDA 1572 



HMS INV ADDRESS 



CONTACTJD: NUMBER(7) 
FDAJ572JD: NUMBER(7) 
INVESTIGATORJD: CHAR(18) 



HMSJD: VARCHAR2(12) 
LASTJMAME: VARCHAR2(100) 
FIRST_NAME: VARCHAR2(25) 
MIDDLEJNITIAL: VARCHAR2(1) 
SUFX: VARCHAR2(5) 
CRED1:VARCHAR2(8) 
ORGNAME: VARCHAR2(100) 
ADDRESS: VARCHAR2(1 00) 
CITY: VARCHAR2(35) 
STATE: VARCHAR2(2) 
ZIP_CODE: NUMBER(14) 
COUNTRY: VARCHAR2(60) 
YEAR: NUMBER(4) 
RECEIPTJDATE: DATE 
RECEIPT_YEAR: NUMBER(4) 
ORG_TYPE: VARCHAR2(3) 
CREATION_DATE: DATE 

V 



FDA 483 



CONTACTJD: NUMBER{7) 
FDA_DFCNCYJD: NUMBER(8) 
CONTACTJD: NUMBER(7) 
INVESTIGATORJD: CHAR(18) 



HMSJD: VARCHAR2(12) 
LAST_NAME: VARCHAR2(100) 
FIRST_NAME: VARCHAR2(25) 
ORG: VARCHAR2(100) 
ADDRESS: VARCHAR2(100) 
CITY: VARCHAR2(35) 
STATE: VARCHAR2(2) 
ZIP_CODE: NUMBER(14) 
COUNTRY: VARCHAR2(60) 
INSPCTNJ3ATE: DATE 
CLSSFCTNJYP: VARCHAR2(2) 
CLSSFCTN_CD: VARCHAR2(5) 
DFCNCY_CD: NUMBER(2) 
CREATIONJDATE: DATE 
V 



CONTACTJD: NUMBER(7) 
ADDRESS JD: NUMBER(6) 
INVESTIGATORJD: CHAR(18) 



HMSJD: VARCHAR2(12) 
TIER: NUMBER(3) 
FIRM_NAME: VARCHAR2(100) 
ADDRESS_1:VARCHAR2(75) 
ADDRESSJ2: VARCHAR2(75) 
PHONEJMBR: NUMBER(15) 
FAX_NBR: NUMBER(15) 
CITY: VARCHAR2(35) 
STATE: VARCHAR2(2) 
ZIPjCODE: NUMBER(10) 
ZIP_CODE_4: NUMBER(4) 
XJ.ONGITUDE: NUMBER(15) 
Y_I_ATITUDE: NUMBER(15) 
MSANUM: NUMBER(12) 
MSANAME: VARCHAR2(45) 
COUNTY: VARCHAR2(30) 
CNTFIPS: NUMBER(12) 
CITYJ3LOCK: VARCHAR2(30) 
CREATIONJDATE: DATE 
UPDATE DATE: DATE 



FDA 1572 STAT 



CONTACTJD: NUMBER(8) 
INVESTIGATORJD: CHAR(18) 



NUM_TRIALS_I_AST5: INTEGER 
NUM_TRIALSJ_AST4: INTEGER 
NUM_TRIALS_LAST3: INTEGER 
NUMJTRIALSJ.AST2: INTEGER 
NUM JTRIALS J_AST1 : INTEGER 
TOTAL_TRIALS_LIFETIME: INTEGER 
FIRST_YEAR: INTEGER 
LAST_YEAR: INTEGER 
UPDATE DATE: DATE 



FIG. 22H 
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FROM 
2260 
FIG. 22F 



HMS HSPTL BED 



HMS HSPTL 



1 



CONTACTJD: NUMBER(7) 
HMSJHOSPJD: VARCHAR2(9) 
1NVESTIGAT0R_ID: CHAR(18) 



HSPTL_NAME: VARCHAR2(100) 
DEPT.NAME: VARCHAR2(50) 
BRANCH_NAME: VARCHAR2(50) 
ADDRESS_1 : VARCHAR2(75) 
ADDRESS_2: VARCHAR2{75) 
CITY: VARCHAR2(25) 
STATE: VARCHAR2(2) 
ZIP_CODE: VARCHAR2(6) 
ZIP_CODE_4: VARCHAR2(4) 
PHONE_NBR: VARCHAR2(13) 
CEO: VARCHAR2(50) 
FIPS5: VARCHAR2(10) 
COUNTY: VARCHAR2(50) 
MSANUM: VARCHAR2(12) 
MSANAME: VARCHAR2(50) 
CENSUS JD: VARCHAR2(20) 
XJ.ONGITUDE: CHAR(18) 
Y_LATITUDE: CHAR(18) 
SRVC_CD: VARCHAR2(5) 
CTRL.CD: VARCHAR2(5) 
LOS_CD: VARCHAR2(5) 
UNVJHSPTLJND: VARCHAR2(1) 
TCH_HSPTL_IND: VARCHAR(1) 
TEACHHOSPJND: VARCHAR2(1) 
RESIDENCYJND: VARCHAR2(1) 
MED_SCHLJND: VARCHAR2(1) 
ALLIED_SCHL_IND: VARCHAR2(1) 
JCAHO_IND:VARCHAR2(1) 
MEDICAREJND: VARCHAR2(1) 
CANCERCTRJND: VARCHAR2(1) 
CLOSED_IND:VARCHAR2(1) 
CREATION_DATE: DATE 
UPDATE DATE: DATE 



CONTACTJD: NUMBER(7) 
HMS_HOSP_ID: VARCHAR2(9) 
1NVESTI6AT0RJD: CHAR(18) 



HMS_STF_BEDS: NUMBER(9) 
HMS_HSP_BEDS: NUMBER(9) 
HMS_TOT_BEDS: NUMBER(9) 
HMS_STRM_BEDS: NUMBER(9) 
HMS_LTERM_BEDS: NUMBER(9) 
HMS_MDSRG_BEDS: NUMBER(9) 
HMS_ICU_BEDS: NUMBER(9) 
BEDS_OK: VARCHAR2(5) 
ICU_BEDS: NUMBER(9) 
CCU_BEDS: NUMBER(9) 
SICU.BEDS: NUMBER(9) 
NICU_BEDS: NUMBER(9) 
NINT_BEDS: NUMBER(9) 
PICU.BEDS: NUMBER(9) 
PEDLBEDS: NUMBER(9) 
OBGN.BEDS: NUMBER(9) 
PSYC_BEDS: NUMBER(9) 
BURN_BEDS: NUMBER{9) 
ALCH_BEDS; NUMBER(9) 
REHB_BEDS: NUMBER(9) 
OTHR_BEDS: NUMBER(9) 
CREATION.DATE: DATE 
UPDATE DATE: DATE 



TO 

HMS_HSPTL_SVCS 
FIG. 22J 



FiG. 22! 
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HMS_HSPTL_SVCS 



FROM 
HMSJHSPTL- 
FIG. 22! 



CONTACTJD: NUMBER(7) 
HMS_HOSP_ID: VARCHAR2(9) 
INVESTIGATORJD: CHAR(18) 



AIDS_SVCS: VARCHAR2(1) 
ANSTH_SVCS: VARCHAR2(1) 
ANGPLSTY_SVCS: VARCHAR(1) 
BLOODBNK_SVCS: VARCHAR(1} 
BMTRNSPL_SVCS: VARCHAR2(1) 
BURNCTR_SVCS: VARCHAR2(1) 
CRDCTH_SVCS: VARCHAR2(1) 
CVSRGY_SVCS: VARCHAR2(1) 
CHIRO_SVCS: VARCHAR2(1) 
CLPSY_SVCS: VARCHAR2(1) 
CT_SVCS: VARCHAR2(1) 
DENTL_SVCS: VARCHAR2(1) 
ULTRSND_SVCS: VARCHA2R(1) 
DIETRTY_SVCS: VARCHAR2(1) 
ECARD.SVCS: VARCHAR2(1) 
ECONV_SVCS: VARCHAR2(1) 
EMRGCY_SVCS: VARCHAR2(1) 
ESWL_SVCS: VARCHAR2(1) 
LABAN_SVCS: VARCHAR2(1) 
HEART_SVCS: VARCHAR2(1) 
HRTLUNG_SVCS: VARCHAR2(1) 
HEMDIAL_SVCS: VARCHAR2(1) 
HOMCRE_SVCS: VARCHAR2(1) 
HOSPCE_SVCS: VARCHAR2(1) 
CCU_SVCS: VARCHAR2(1) 
ICU_SVCS:VARCHAR2(1) 
KIDNEY_SVCS: VARCHAR2(1) 
LABCLNC_SVCS: VARCHAR2(1) 
LIVER_SVCS: VARCHAR2(1) 
LUNG_SVCS: VARCHAR2(1) 
MEGVRAD_SVCS: VARCHAR2(1) 
NEONUNT_SVCS: VARCHAR2(1) 
NICU.SVCS: VARCHAR2(1) 
MRLSVCS: VARCHAR2(1) 
NEURO_SVCS: VARCHAR2(1) 
NSURG_SVCS: VARCHAR2(1) 
NUCMED_SVCS: VARCHAR2(1) 
OBSRVA_SVCS: VARCHAR2(1) 
OBSTE_SVCS: VARCHAR2(1) 
OCCTH_SVCS: VARCHAR2(1) 
OPNHT.SVCS: VARCHAR2(1) 



TO FIG. 22K 



FIG. 22J 
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HMS_HSPTL_SVCS (CONT'D) 

FROM FIG. 22J 



OPTOM_SVCS: VARCHAR2(1) 
ORGBANK.SVCS: VARCHAR2(1) 
ORGAN_SVCS: VARCHAR2(1) 
OUTPAT_SVCS: VARCHAR2(1) 
OUTSRG_SVCS: VARCHAR2(1) 
PANCR_SVCS: VARCHAR2(1) 
PEDIAT_SVCS: VARCHAR2(1) 
PHARM_SVCS: VARCHAR2(1) 
PHYTH_SVCS: VARCHAR2(1) 
PSTOP_SVCS: VARCHAR2(1) 
PSYED_SVCS: VARCHAR2(1) 
PULMON_SVCS: VARCHAR2(1) 
RADIM_SVCS: VARCHAR2(1) 
RECTH_SVCS: VARCHAR2(1) 
REHAB_SVCS: VARCHAR2(1) 
RESPIR_SVCS: VARCHAR2(1) 
SELFCARE_SVCS: VARCHAR2(1) 
SKNLT_SVCS: VARCHAR2(1) 
SOCSVC_SVCS: VARCHAR2(1) 
SPEECH_SVCS: VARCHAR2(1) 
THERD_SVCS: VARCHAR2(1) 
TRAUMA_SVCS: VARCHAR2(1) 
XRADT.SVCS: VARCHAR2(1) 
CREATION_DATE: DATE 
UPDATE DATE: DATE 



FIG. 22K 
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NEWS XREF 



106/114 



ARTDISJD: VARCHAR2(50) 
TDISEJD: NUMBER(12) 



2400 



NWREFJD: NUMBER(12) 
LAST_UPD_DT: DATE 
LASTJJPDJ3Y: VARCHAR2(30) 



TO 

ARTiCLE_DISEASE 
FIG. 24B 



THAP DISEASE XREF 



TRAP DISEASE COND 



TDISEJD: NUMBER(12) 



NAME: VARCHAR2(100) 
DISP_NAME: VARCHAR2(100) 
DISP_FLAG:CHAR(1) 
REFJD: NUMBER(12) 
DESCR: VARCHAR2(2000) 
LAST_UPD_DT: DATE 
LASTJJPDJ3Y: VARCHAR2(30) 



TRPARAJD: NUMBER(12) 
TDISEJD: NUMBER(12) 



TDISREFJD: NUMBER(15) 
LASTJJPDJDT: DATE 
LASTUPDJ3Y: VARCHAR2(30} 



THAP_DISEJDRUG_XREF 

TDISEJD: NUMBER(12) 
TDSDRGJD: NUMBER(15) 



TDRUGJD: NUMBER(12) 
LASTJJPDJDT: DATE 
LASTJJPDJ3Y: VARCHAR2(30) 



THAP DRUG 



± 



TO USER_LIBRARY 
FIG. 24B 



TDRUGJD: NUMBER(12) 



TDGTYPJD: NUMBER(12) 
NAME: VARCHAR2(100) 
APPRV_YEAR: CHAR(4) 
APPRVJDT: DATE 
APPRVJ3TATUS: VARCHAR2(255) 
NEW_FLAG:CHA4(1) 
COMP_NAME: VARCHAR2(100) 
URL:VARCHAR2(100) 
DISP_FLAG: CHAR(1) 
REFJD: NUMBER(12) 
DESCR: VARCHAR2(2000) 
LASTJJPDJDT: DATE 
LASTJJPDJ3Y: VARCHAR2(30) 



TO 

- USER_NOTIF_PREF 
FIG. 24B 

THERAPEUTIC AREA 



TO 

RELATEDJ3ITE 
FIG. 24D 



TRPARAJD: NUMBER(12) 



NAME: VARCHAR2(100) 
DESCR: VARCHAR2(2000) 
LASTJJPDJDT: DATE 
LASTJJPDJ3Y: VARCHAR2(30) 



USER ASK XREF 



i 



— i 
i 
i 

~ i 

T 

TO 

USERJ5EARCH 
FIG. 24B 



UASKJD:NUMBER(12) 



TRPARAJD: NUMBER(12) 
USERJD: NUMBER(12) 
SUBMIT JDT: DATE 
LASTJJPDJDT: DATE 
LASTJJPDJBY: VARCHAR2(30) 



I 
I 



THAP DRUG TYPE 



TO 
• 2420 
FIG. 24D 



TDGTYPJD: NUMBER(12) 



NAME: VARCHAR2(100) 
DESCR: VARCHAR2{100) 



FIG. 24A 
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ARTICLE DISEASE 



ARTICLE CELEB 



FROM 
NEWS_REF 
FIG. 24A 



ARTDISJD: VARCHAR2(50) 



REFJslUM: VARCHAR2(50) 
SOURCE.CD: VARCHAR2(5) 
ARCHIVE J 1 LAG: CHAR(1) 
EXP!RE_DT: DATE 
PATH_FILE_NAME: VARCHAR2(100) 
TITLE: VARCHAR2(1 00) 
PUBLISH JDT: DATE 
AUTHOR_NAME: VARCHAR2(100) 
CT_PROVIDER: VARCHAR2(50) 
COPYRIGHT: VARCHAR2(100) 
DESCR: VARCHAR2(2000) 
LAST_UPD_DT: DATE 
LAST_UPD_BY: VARCHAR2(30) 



77 



USER LIBRARY 



ULIB_ID:NUMBER(12) 



USERJD: NUMBER(12) 
CTRALJD: NUMBER(12) 
ARTDISJD: VARCHAR2(50) 
ARTCLBJD: VARCHAR2(50) 
ARTASKJD: VARCHAR2(50) 
ARTOTHJD: VARCHAR2(50) 
TDRUGJD: NUMBER(12) 
LINK_TYPE_CD: VARCHAR2(6) 
DESCR: VARCHAR2(2000) 
LAST_UPD_DT: DATE 
LAST_UPD_BY: VARCHAR2(30) 



ARTCLBJD: VARCHAR2(50) 



REFJnIUM: VARCHAR2(50) 
SOURCE_CD: VARCHAR2(5) 
ARCHIVE J=LAG: CHAR(1) 
EXPIRE _DT: DATE 
PATH_FILE_NAME: VARCHAR2(100) 
TITLE: VARCHAR2(100) 
PUBLISH JJT: DATE 
AUTHOR_NAME: VARCHAR2(100) 
CT_PROVIDER: VARCHAR2(50) 
COPYRIGHT: VARCHAR2(100) 
DESCR: VARCHAR2(2000) 
LAST_UPD_DT: DATE 
LASTJJPDJ3Y: VARCHAR2(30) 



TO 2420 
FIG. 24D 



ARTICLE ASK 



r 



-— o 



T 



FROM 
THAPJDRUG 
FIG. 24A 



♦ 

TO 

ARTICLE _OTHER 
FIG. 24C 



ARTASKJD: VARCHAR2(50) 



REF_NUM: VARCHAR2(50) 
SOURCE_CD: VARCHAR2(5) 
ARCHIVE J^AG: CHAR(1) 
EXPIRE J3T: DATE 
PATH_FILE_NAME: VARCHAR2(100) 
TITLE: VARCHAR2(100) 
PUBLISH J3T: DATE 
AUTHORJNAME: VARCHAR2(100) 
CT_PROVIDER: VARCHAR2(50) 
COPYRIGHT: VARCHAR2(100) 
DESCR: VARCHAR2(2000) 
LASTJJPD.DT: DATE 
LAST_UPD_BY: VARCHAR2(30) 



FIG. 24B 



FROM 
USERJJBRARY 
FIG. 24B 
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FROM 
THAP_DISEASE_COND 
FIG. 24A 



ARTICLE OTHER 



1 



ARTOTHJD: VARCHAR2(50) 



REFJMUM: VARCHAR2(50) 
SOURCE_CD: VARCHAR2(5) 
ARCHIVEJLAG: CHAR(1) 
EXPIRE_DT: DATE 
PATH_FILE_NAME: VARCHAR2(100) 
TITLE: VARCHAR2(1 00) 
PUBLISH_DT: DATE 
AUTHOR_NAME: VARCHAR2(100) 
CT.PROVIDER: VARCHAR2(50) 
COPYRIGHT: VARCHAR2(100) 
DESCR: VARCHAR2(2000) 
LAST_UPD_DT: DATE 
LAST_UPD_BY: VARCHAR2(30) 



FROM 
THAP_D1SEASE_C0ND 
FIG.24A 



USER NOTIF PREF 



UPREF_iD:VARCHAR2(12) 



TDISEJD: NUMBER(12) 
USERJD: NUMBER(12) 
EMAlL_FLAG: CHAR(1) 
CTRIAL_FLAG: CHAR(1) 
LAST_UPD_DT: DATE 
LASTJJPDJ3Y: VARCHAR2(30) 



TO 
2420 
FIG. 24D 



USER SEARCH 



URSRCH_ID:VARCHAR2(12) 



TRPARAJD: NUMBER(12) 
USERJD: NUMBER(12) 
CT_SRCH_ID: NUMBER(12} 
CT_SRCH_OPER: VARCHAR2(5) 
CT_SRCH_TEXT: VARCHAR2(25) 
DG_SRCH_ID: NUMBER(12) 
DG_SRCH_TEXT: VARCHAR2(25) 
LAST_UPD_DT: DATE 
LAST_UPD_BY: VARCHAR2(30) 



TO 
- 2420 
FIG. 24D 



FIG. 24C 



FROM 1 09/1 1 4 

THERAPEUTIC_AREA 
FIG. 24A 

WEBSITE 



RELATED SITE 



TRPARAJD: NUMBER(12) 
WEBSITEJD: NUMBER(12) 



WEBSITEJD:NUMBER(1 2) 



ADDRJD: NUMBER(12) 
SHORTJNAME: VARCHAR2(50) 
DISPLAY.NAME: VARCHAR2(100) 
REFERAL_SITE_IND: VARCHAR2(5) 
URL: VARCHAR2(100) 
LAST_UPD_DT: DATE 
LAST_UPD_BY: VARCHAR2(30) 



2420 



USER 



TO 
2410 
FIG. 24E 



FROM 
USERJJBRARY — 
FIG. 24B 

FROM 
USER_ASK_XREF — 
FIG. 24A 

FROM 
USER_NOTIF_PREF - 
FIG. 24C 

FROM 
USER_SEARCH - 
FIG. 24C 



USER_ID:NUMBER(12) 



CMPY_ID:NUMBER(12) 
ADDRJD: NUMBER(12) 
USERNAME: VARCHAR2(50) 
PASSWORD: VARCHAR2(50) 
EMAIL: VARCHAR2(100) 
HINT_QUES: VARCHAR2(100) 
HINT_ANS:VARCHAR2(100) 
LNAME: VARCHAR2(50) 
FNAME: VARCHAR2(50) 
MNAME: VARCHAR2(50) 
SEX_CD: VARCHAR2(5) 
MYSELF_FLAG: CHAR(1) 
ACTIVE_FLAG: CHAR(1) 
INACTIVEJDT: DATE 
PRF_EMAIL_FLAG: CHAR(1) 
PRF_PHONE_FLAG: CHAR(1) 
PRF_MAIL_FLAG: CHAR(1) 
CONTC_TIME_CD: VARCHAR2(5) 
TRAVEL.CD: VARCHAR2(5) 
SHOW_LIB_FLAG: CHAR(1) 
SHOW_PROF_FLAG: CHAR(1) 
DESCR: VARCHAR2(2000) 
LASTJJPDJDT: DATE 
LAST_UPD_BY: VARCHAR2(30) 
ASK_FLAG: CHAR(1) 
LAST NOTIF_DT: DATE 



TO 

USER_TRIAL 
FIG. 24E 



TO 

USER_LOGIN_POLICY 
FIG. 24E 



TO 

USER.REFERRAL 
FIG. 24E 



FIG. 24D 



ADDRESS 
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FROM 
WEBSITE- -*0 
FIG. 24D 

FROM 

2420 

FIG. 24D 



2410 



ADDRJD: NUMBER(12) 



ADDR_LINE1:VARCHAR2(50) 
ADDRJJNE2: VARCHAR2(50) 
ADDRJJNE3: VARCHAR2(50) 
CITY: VARCHAR2(50) 
STATE_CD: VARCHAR2(5) 
ZIP.CODE: VARCHAR2(10) 
PROVINCE: VARCHAR2(50) 
COUNTRY: VARCHAR2(15) 
PHONE1.AREA: VARCHAR2(10) 
PHONE1_NUM: VARCHAR2(10) 
PHONE1_EXT: VARCHAR2(10) 
PHONE2_AREA: VARCHAR2(10) 
PHONE2_NUM: VARCHAR2(10) 
PHONE2_EXT: VARCHAR2(10) 
LAST_UPD_DT: DATE 
LAST_UPD_BY: VARCHAR2(30) 



USERJRIAL 



USTRL JD:NUMBER(1 2) 



ADDRJD: NUMBER(12) 
USERJD: NUMBER(12) 
EMAIL_FLAG: CHAR(1) 
PHONE_FLAG: CHAR(1) 
MAiL_FLAG: CHAR(1) 
LNAME: VARCHAR2(50) 
FNAME: VARCHAR2(50) 
EMAIL: VARCHAR2(1 00) 
DESCR: VARCHAR2(2000) 
LASTJJPDJ3T: DATE 
LAST_UPD_BY: VARCHAR2(30) 
CTRALJD: NUMBER(12) 



T 



FROM 
2420 -■ 
FIG. 24D 



FROM 
2420 - 
FIG. 24D 



USER LOGIN POLICY 



URPCY_ID:NUMBER(12) 



USERJD: NUMBER(12) 
LOGIN J30UNT: NUMBER(5) 
ALLOW _LOGI NJ3T: DATE 
RECOVERY_COUNT: NUMBER(5) 
RECOVERY_KEY: VARCHAR2(100) 
RECOVERY J\LLOWJDT : DATE 
RECOVERY _DT: DATE 
PASSWDJJPDJDT: DATE 
LASTUPDJDT: DATE 
LASTJJPDJ3Y: VARCHAR2(30) 
CURRENT _LOGIN_DT: DATE 
LAST LOGIN J3T: DATE 



USER REFERRAL 



URFALJD.NUMBER(1 2) 



USERJD: NUMBER(12) 
EMAIL: VARCHAR2(1 00) 
LASTJJPDJDT: DATE 
LASTJJPDJ3Y: VARCHAR2(30) 



FROM 
2420 
FIG. 24D 



ACURIAN_CONTENTTYPE 



CONTYPJD: NUMBER(12) 
NAME: VARCHAR2(100) 
DESCR: VARCHAR2(100) 



ACURIAN_NOTIFICATION 
'NOTIFJD:NUMBER(12) 



NOTIF_TYPE: VARCHAR2(100) 
NOTIFJ3ESC: VARCHAR2(100) 
LAST NOTIF DT: DATE 



ACURIAN_PUBLISH 



PUBLISH JD: NUMBER{12) 
CONTYPJD: NUMBER(12) 
PUBLISH JDATE: DATE 
TRPARAJD: NUMBER(12) 



FIG. 24E 
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ACULN COMPANY 



COMPANY ID 



DESCRIPTION 
COMPANY_NAME 
TYPE CD 



XT 

I 

l 

_ i 



PRSM_ATTRtBUTE 



ATTRIB ID 



COMPANYJD (FK) 

ATTRIBJYPE 

ATTRIBJJAME 



PRSM ATTR VAL 



ATTRIBJD (FK) 
STUDY_PRFJD (FK) 



ATTR_VAL_NUM 
ATTR_VAL_CHR 
ATTR VAL DATE 



XT 



INV STUDY_PERFORMANCE 





. — _ >. 

STUDY_PRF_ID 




INVESTIGATORJD (FK) 




SPONSORJD (FK) 




SOURCE_CD 




SPONSOR CRO NAME 




PROTOCOL_NUMBER 




STUDY_PHASE_CD 


> 9* 


DRUG_NAME 




DRUG CLASS 




THERA CONDITIONED 




START DATE 




NUM ENROLLMENT_COMMITMENT 




NUM PATIENTS ENROLLED 




ENROLLMENT.MONTHS 




ENROLLMENT_MET_IND 




TIMEFRAME METJND 




PLACEBO RESPONSE.RATE 




NUM PATIENTS_EVALUABLE 




MICROBIOLOGIC_EVALUABLE 




BACTERIAL_EVALUABLE 




NOTES 




CREATE_DATE 




UPDATE_DATE 




CREATE_BY 




UPDATE.BY 




^™ m — 

7 TO 



FIG. 26A 



INVJNVESTIGATOR 
FIG. 26B 
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INV INVESTIGATOR 



FROM 

INV_STUDY_PERFORMANCE - 
FIG. 26A 



---K> 



r 

INVESTIGATORJD 




SOURCE_CD 




HMSJD 




FIRST NAME 




MIDDLE1 




MIDDLE2 




LAST NAME 




SUFFIX 




COUNTRY 




SOC_SEC_NBR 




INDJJPIN 




SEX 




DOB 




MED_SCHOOL_CD 




GRADUATION_YEAR 




RSDNCY ORG 




RSDNCY_CITY 




FLLWSHP_.ORG 




FLLWSHP_CITY 




DEGREE1 




DEGREE2 




' PHONE NBR 




PHONE EXTENSION 




FAXNBR 




EMAIL 




CREDENTIAL 




DELETE REASONED 




DELETE REQUEST JDATE 




WRONG NUMBERJND 




CV RECEIVED_DATE 




QUESTIONNAIRE_RETURNED_DATE 




SMO RELATIONSHIP_CD 




PRACTIVE TYPE_CD 




PRIMARY_IN_OUT_CD 




CRO NUM_DAYS_NOTICE 




PHASE1 EXPERIENCEJND 




PHASE2 EXPERIENCEJND 




PHASE3 EXPERIENCE_IND 




PHASE4 EXPERIENCEJND 




PATIENT DATABASE JND 




SOFTWARE_PACKAGE_NAME 




CREATE JDATE 




UPDATE.DATE 




CREATE BY 




UPDATE BY 









FIG. 26B 
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PRESENT WEB PAGE WITH REQUEST FOR 
REGISTRATION AND PERMISSION 
INFORMATION TO PERSON 



PERSON SUBMITS REGISTRATION AND 
PERMISSION INFORMATION 
TO DATABASE 



REGISTER PERSON UPON RECEIPT 
OF REGISTRATION AND PERMISSION 
INFORMATION 



OBTAIN PERMISSION FROM PERSON TO SEND 
INFORMATION REGARDING DRUGS, MEDICAL 
DEVICES AND MEDICAL THERAPIES 



BUILD MARKETING DATABASE 



GENERATE MARKETING LIST BY QUERYING 
MARKETING DATABASE USING CRITERIA 
ASSOCIATED WITH DRUGS, MEDICAL 
DEVICES AND MEDICAL THERAPIES 




FIG. 27 



